Opinion on modification of the terms of authorisation of a red carotenoid-rich bacterium Paracoccus carotinifaciens (Panaferd-AX) as feed additive for salmon and trout.
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sensory additive, Panaferd-AX, Paracoccus carotinifaciens, carotenoid, astaxanthin, canthaxanthin, adonirubin, salmonids (3) of that Regulation lays down that if the holder of an authorisation proposes changing the terms of the authorisation by submitting an application to the Commission, accompanied by the relevant data supporting the request for the change, the Authority shall transmit its opinion on the proposal to the Commission and the Member States.
The European Commission received a proposal from the company Nippon Oil Corporation 5 for a modification of some of the terms of the current authorisation of the additive "2a(ii)167", red carotenoid-rich bacterium Paracoccus carotinifaciens (Commission Regulation (EC) No 721/2008). 6 According to Article 7(1) of Regulation (EC) No 1831/2003, the Commission forwarded the application to the European Food Safety Authority (EFSA) as an application under Article 13(3) (modification of an existing authorisation of a feed additive). EFSA received directly from the applicant the technical dossier in support of this application. 7 According to Article 8 of that Regulation, EFSA, after verifying the particulars and documents submitted by the applicant, shall undertake an assessment in order to determine whether the feed additive complies with the conditions laid down in Article 5. The particulars and documents in support of the application were considered valid by EFSA as of 6 October 2009.
The additive red carotenoid-rich bacterium Paracoccus carotinifaciens (Panaferd-AX) consists of sterilised dried cells of Paracoccus carotinifaciens. The product is authorised at Community level for salmon and trout until 15 August 2018. 5 EFSA issued an opinion on the safety and efficacy of Panaferd-AX for salmon and trout (EFSA, 2007) .
TERMS OF REFERENCE
According to Article 8 of Regulation (EC) No 1831/2003, EFSA shall determine whether the feed additive complies with the conditions laid down in Article 5. EFSA shall deliver an opinion on the safety for the target animal(s), consumer, user and the environment and the efficacy of the product consisting of sterilised dried cells of the red carotenoid-rich bacterium Paracoccus carotinifaciens (NITE SD 00017) (Panaferd-AX) when used under the conditions described in Table 1 . EFSA Journal 2010; 8(1):1428 
Introduction
The product (Panaferd-AX) is a feed additive (sensory; colourant which, when fed to animals, add colours to food of animal origin) consisting of dried sterilised cells of a red carotenoid-rich bacterium (Paracoccus carotinifaciens NITE SD 00017). Its use in salmon and trout is authorised in the EU with a maximum content of 100 mg, expressed as the sum of astaxanthin, adonirubin and canthaxanthin, per kg complete feed (Commission Regulation (EC) No 721/2008) 9 .
The applicant proposed a modification of the terms of the authorisation, to widen the ranges for adonirubin (from 10-15 to 7-15 g/kg) and canthaxanthin (from 3-5 to 1-5 g/kg), while maintaining the astaxanthin specification (20-23 g/kg product).
The FEEDAP Panel assessed the safety and efficacy of Panaferd-AX in a previous opinion (EFSA, 2007) and considers that the proposed modification would not affect the previous assessment. Therefore, the current opinion focuses only on the characterisation of the product.
Characterisation of the product

Red carotenoids in the additive
The applicant provided data of 70 Panaferd-AX batches (45 from one plant and 25 from another plant, manufactured between 2003 and 2009) on the content of astaxanthin, adonirubin and canthaxanthin. 10 The ranges were for astaxanthin 16.2 to 24.0 g/kg, for canthaxanthin 1.6 to 6.1 g/kg, and for adonirubin 7.6 to 16.6 g/kg product. Among the 70 batches, 14 did not meet the specification for astaxanthin (20-23 g/kg) being below 20 g astaxanthin/kg product; therefore they will not be further considered. The remaining 56 batches showed mean values ± SD for canthaxanthin of 3.3 ± 0.9, for adonirubin of 11.2 ± 1.8, and for astaxanthin of 21.8 ± 0.8 g/kg. The frequency distribution (classes with 0.5 g intervals) of the individual values is given in Figures 1 and 2 for canthaxanthin and adonirubin, respectively. Figure 1 shows only one batch in the range of 1.2-1.6 g canthaxanthin/kg product. The frequency distribution does not support the proposal of the applicant to widen the specification to 1-5 g canthaxanthin/kg product, allowing only a modification from the existing range of 3-5 to 2-5 g/kg. 9 OJ L 198, 26.7.2008, p.23 Figure 2 . Frequency distribution (classes with 0.5 g/kg intervals) of the adonirubin content of 56 batches of Panaferd-AX Figure 2 shows only one batch in the range of 7.2-7.6 g adonirubin/kg product. Although the data favours a widening of the specification, the frequency distribution does not support the proposal of the applicant to extend the specification to 7-15 g/kg. However, maintaining the existing minimum content of 10 g/kg would prevent about 20 % of the batches to be marketed. A modified range of 9-15 g adonirubin/kg product is proposed.
The authorised range for astaxanthin (20-23 g/kg) is confirmed by the frequency distribution of the astaxanthin content in Panaferd-AX for the 56 batches examined.
Safety and efficacy
Safety for target species, consumer, user and environment, as well as the efficacy of the product would not be affected by the proposed modification to the terms of authorisation, considering that there are no changes in (i) the manufacturing of the product compared to the former application, and (ii) the conditions of use as laid down in Commission Regulation (EC) No 721/2008.
CONCLUSIONS
A modification of the terms of authorisation of the red carotenoid-rich bacterium (Paracoccus carotinifaciens), consisting of an extension of the range of canthaxanthin and adonirubin contents (by lowering the lower bound), while maintaining that of astaxanthin, would not affect safety and efficacy of the product.
The data provided by the applicant does not support the proposed modifications. However, reviewing the carotenoid composition of 56 batches indicates compliance with ranges of 2-5 g canthaxanthin/kg and 9-15 g adonirubin/kg product.
